AstraZeneca -

CepTudukar cepnu 1eKapCcTBEHHOIO cpeficTBa Ne

Toprosoe HanMeHOBaHue
MHH

JlexapcrBeHHas ¢popma

Hosuposka
dopma BBINTYCKA

Crpana umnoprep

Howmep u faTa permcrpaioOHHOro
YAOCTOBEPEHMA

Homep HOpMaTUBHOM JOKYMEHTALMMU
Kox npomykTa

Howmep cepunu

Howmep cepun in bulk

O6bém cepun

JaTa npoussojicTBa

Tomen mo

Howmep ceprudmkara ananmsa

Hassanue, aipec 1 HoMepa
NHIEH3UI BCex
IIPOM3BOACTBEHHBIX IIOIANOK

(c yxasaHueM cTagui
IIPOM3BOJICTBA), MECT IIPOBEMIEHMSA
KOHTPOJIA Ka4ecTBa 1
cepTUUKATHI COOTBETCTBUA
TpeOOBaHMAM MpaBII Hafiexatei
IPOU3BOJCTBEHHOI MPaKTUKMU
EA3C mns Bcex nmnomjagok

Kop dopmr: COM.QA.002.001

JLloKyMeHT BbIrpy>XeH 13
ABTOMaTU3MPOBAHHOI CUCTEMBI MO
ynpaBsJ/ieHUNo AOKyMeHTaMn Ka4ecTsa
Ha sleKapCcTBeHHble npenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 13.10.2026, 16:18

000 «Acrpa3enexa Mnpactpus»

249020, Kanysxckas obi.,

Bopoeckuit paiton, fepesus Tobpuso,

1-b1it Bocrounslit npoesp, BnajeHue 8

40000463148

Beranok® 30K
Metonponon

TabMeTKN ¢ TPO/IOHIMPOBAHHBIM BBICBOGOXEHMUEM, TIOKPHITBIE
060/109K0M

50 Mr

Tab/eTKN C MPONOHIMPOBAHHBIM BBICBOOOXK/IEHMEM, TIOKPbITbIE
o6omoukoit, 50 mr (6nucrep) 15 x 2 (mavyka KapTOHHAA)

Poccuitckan @epepanusa

JITT-Ne(002842)-(PT-RU) mara permcrpauum: 24.07.2023, mara
BHeceHust usmeHeruit: 27.06.2025

JITI-Ne(002842)-(PT-RU)-270625
110030847
4820226
15188
162342 YII
02.2026
01.2029
996 ot 26.06.2026

[Tpoussopurens (Bce cramuu npousBoAcTBa) U BHITYCKAIOLIMIA
KoHTpo/b KayectBa: QOO "Acrpa3enexa Mupgacrpus”,
Poccmitckan @epepauus, 249020, Kanyxckas o6., paiton
Boposcxuit, 1. o6puno, npoesy 1-i Boctousnsiit, Ba. 8
Homep muuensun - J1012-00102-77/00010366

Homep GMP-ceprudukara - GMP/EAEU/RU/01350-2024

Crpanmua | /2



000 «Acrpa3enexa Mupacrpuan
249020, Karryxckan o6,

AStI'a Zenec a Bopogsckuit paitoH, fepesHs [lo6puHo,

1-p1it Bocrounstit npoesp, Bnajerune 8

Ceptuduxar cepum nexkapcreeHHOro cpegcrea Ne 40000463148

Hacroswum s moatsep)kjaio, 4To npuBejieHHas Bblile MHPOpMALMA ABAACTCA JOCTOBEPHON M TOYHOM. ITa
cepus MPOAYKLMM TIpoM3BefeHa (BK/M0YasA yIakoBKy (MapKMPOBKY) M KOHTPOJIb KAauecTBa) Ha BbIILEYKA3aHHOM
NPOM3BOACTBEHHOM IUIoMajKe (IUIOMA/KaX) B MOMHOM COOTBercTBMM ¢ Tpebopanmsamu IIpaBun Hajnexamei
HpOHSBOﬂCTBCHHOﬁ HpaKTHKH EBPaSHﬁCKDI‘O IKOHOMMYECKOI0 COI03a M TpeﬁOBaHH}IMH KOHTpOﬂH Ka'decTBa
NEKAPCTBEHHBIX CPEJICTB, @ TAKXKe B COOTBETCTBMM CO crieumdukaumamm, cogepKaluMmucs B perncTpauuoHHOM
Joche. 33.'['[“(:“ mo HPOHSBOHCTB}’, y'l'IaKDBKE " aHanusy HpDBCpCH]ﬂ, N YCTAHOBJ/ICHO MX COOTBETCTBUE
Tpe6oBanmam [Ipasun Hajnexaleit NPOU3BOICTBEHHOI IPAKTUKU EBPasuitckoro SKOHOMMIECKOrO COI03a.

YnonnomouenHoe nuuo  Pykosomurens OOK mpoussojcrsa, 3opuna A H. :'/_:j
TNomxknocrsb, GMO, nopnuck L o
7
Mara 07.07.2026
Ko dpopmur: COM.QA.002.001 Crpanmua 2/2

JLloKyMeHT BbIrpy>XeH 13
ABTOMaTU3MPOBAHHOI CUCTEMBI MO
< ynpaB/ieHUo AOKyMeHTaMun Ka4ecTsa
" Ha NekapcTBeHHble npenapaTbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)
NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 13.10.2026, 16:18




AstraZeneca

HaumeHoBaHue npoaykTa:

Homep cepum:
KonuyecTtBo B cepum:
[aTta npouseogcrea:
logeH po:

WMcnbiTaHus nponaseeHsl B
COOTBETCTBUM C:

000 «AcTtpa3eHeka MHpacTpua»
249020, Kanyxckas obn.,

BopoBckuii paitoH, pepesHs [Jo6puHo,
1-biii BocTouHbIM Npoean, Bnagexune 8
Ten. +7 (48438) 261 00

®akc +7 (48438) 2 61 09

CEPTUO®UKAT AHAJTTU3A Ne 996

nokpbiTble oBornoukon 50 mr», Ne 30

02.2026

01.2029

4820226
162342 yn.

HO  J1MN-N2(002842)-(Pr-RU)-270625 «betanok® 30K,
NPONOHIMPOBaHHbLIM BbICBOGOXAEHUEM, NOKPbITIe 06onoykon 25 Mr, 50 Mr,

«Beranok® 30K, TabneTku ¢ NnpoNOHrUpoBaHHbIM BbicBOGOXAEHHEM,

Tabnetkm ¢

100 mr»
Jara HaumenoBaHue nokasarenei TpeboBaHua HOpMaTUBHOWM PeaynbTatbl UCnbITaHWiA
UCNbITAHWA LOKYMeHTaLmu
19.06.2026 - | Onucanne Kpyrnble gBOSKOBBINYKNbIE TAbNeTKy Kpyrnbie
26.06.2026 6enoro unu no4tn 6enoro useTa, [OBOAKOBbINYKbIE
NOKPbITbIe 060NOYKOW; C HAaceuKon Ha TabneTku 6enoro ysera,
0OfHOI CTOPOHE 1 rpaBMpOBKOA A MO Ha NOKpPbITble 060NOYKON; C
ApYroi cTopoHe Hace4koW Ha 0aHOM
CTOpPOHE W rpaBMpPOBKOI
A MO Ha [Apyroil CTOPOHE
MpeHtudukaymsa (Metonponon)| Bpems yaepxvBaHus OCHOBHOIO MUKa [MoarsepxaeHa
Ha XpoMaTorpamMmme UCTbITYemMoro
pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHW YAEPKMBAHUA OCHOBHOIO NuKa
Ha xpomaTtorpamme CTaH4apTHOrO
pacTBopa
Mpoentndmkaums (CykumHar) MK-cnekTp ucneiTyemoro obpasya MogTeepxaeHa
[OOMKEH coBnagatb CO CTaHAAPTHLIM
CNEeKTPOM SIHTapPHOM KMCNOThI
OpHopogHOCTL A03UPOBaHHbIX | KpuTepuid CooTteeTcTBYET 5.8
eavHuY npueMnemMocTu, HO
AV
Hopmbl Ons 10 Tabnetok CooTtBercTByeT
AV < 15,0 unn
Ons 30 Tabnetok
AV < 15,0 npu
ycnosuu, 4o 0,75
M<xi<125M
PacteopeHue Yepes 1 vac He Gonee 25 % 10 %
OT 3asiBfIEHHOr0
' [lOKYMeHT BbIry>KeH 13 ] Konuyecrtea
N> SRl

Ha sleKapCcTBeHHble npenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"

(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 13.10.2026, 16:18
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95-105 % OT 3aABNEHHOro KonuMyecTea

Darta HaumeHoBaHue nokasatenew Tpe6GoBaHuA HOPMATUBHOW Peaynbtartbl uCnbiTaHnii
UCNbITaHWA AOKYMEeHTauuun

Yepes 4 yaca 20-50 % ot 29 %
3asiBNEHHOrO
Konn4yecTBa

Yepea 8 yacos 35-65 % ot 51 %
3aABNEHHOr0
KonuyecTea

Yepea 20 yacos He meHee 80 % 91 %
OT 3asBNEHHOr0
KonuyecTtea

KonunyecteeHHoe onpegenenne| CopepkaHue METOMPONona CykuvHaTa 99 %

MwukpobBuonoruueckas yucrora

Obuwee vncno He Gonee 10°

Menee 10 KOEB 11

a3pOob6HbIX KOE/r
MUKPOOPraH1am
0B
O6uyee umcno He bonee 10? Menee 10 KOEB 1T
LPONOKEBbLIX U KOE/r
NNecHeBbIX
rpubos
Escherichia coli Otcytcreue He obHapyxeHo
Escherichia coli B
0 i
OnucaHue ynakoBku Mo 15 TabneTok B CoorseTtcrTByeT
anmnomuHnia/MBX/NBOX 6nucrepe, 2
6nucrepa BmecTe C
NUCTKOM-BKNaabIeM B KAPTOHHOW
nayke ¢ KOHTPONEM NEPBOrO BCKPbLITUSA
MapkupoBka B cooTtBetcTBue ¢ pasgenom 1.3.2 CoorBeTcTByeT
mMoaynsa 1 permcTpaymoHHoro gocbe.”
Ycnosus xpaHeHus XpaHuTb nNpun TemnepaType He Bbiwe 30 CootBeTcTBYET
°C.
Cpok rogHoCcTH (XpaHeHus) 3roga CootsetcTByeT

* TpeboeaHua HO ons nokasartensa «MapkupoBKa»:

MakeT nepBuyHoi ynakosku J1M-Ne(002842)-(PIr-RU) ot 27.06.2025

MakeT BropuyHoi ynakoeku JIM-Ne(002842)-(PI-RU) ot 27.06.2025

JLloKyMeHT BbIrpy>XeH 13
ABTOMaTU3MPOBAHHOI CUCTEMBI MO
ynpaBsJ/ieHUNo AOKyMeHTaMn Ka4ecTsa
Ha sleKapCcTBeHHble npenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.

[aTta n Bpemsa Bbirpy3ku: 13.10.2026, 16:18

CEPTUOUKAT AHATTU3A Ne 996
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3aknioyenune: [penapat «betanok® 30K, TabneTku ¢ NPONOHIMPOBaHHLIM BbICBOGOXAEHUEM, NOKPLITLIE 060N0UKOM
50 mr», Ne 30 cepuu 4820226 cooTeeTcTBYET TPeGOBaHWSM
HO  JN-Ne(002842)-(Pr-RU)-270625 «betanok® 30K, Tabnetku ¢  NPONOHTMPOBAHHbLIM
BbicBoboxgeHreM, nokpbiTele o6onoykoi 25 mr, 50 mr, 100 Mr»

HdomkHocTb oo} Moanuce
MeHemkep No NpoeKTam KOHTPOonsA Kopoteesa B.K.
KavecTsa

[lOKYMEHT BbIrpy>KeH 13
ABTOMaTW3MPOBAHHON CUCTEMbI M0
4 ynpaBieHnIo AOKYMEHTaMu1 KayecTBa
> Ha NlekapcTBeHHble NpenapaTsl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)
VNHuLmaTop Boirpysku: UBaweykuHa T.A. CEPTUOUKAT AHATTM3A Ne 996 3/3

[aTta n Bpemsa Bbirpy3ku: 13.10.2026, 16:18




